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Pediatric Advisory Subcommittee of the Anti-I nfective Drugs Advisory Committee

Food and Drug Administration

Center for Drug Evaluation and Research
Hilton, The Ballrooms, 620 Perry Parkway, Gaithersburg, MD.

Clinical Risk Management of HPA Axis Suppression in Children
with Atopic Dermatitis being treated with Topical Corticosteroids

Draft Agendafor October 29, 2003

Call to Order, Introductions:

M eeting Statement:

Opening Comments:

Atopic Der matitis: ItsClinical Course
and Therapeutic Options

Overview of HPA Axis Suppression

FDA Experience: Topical Corticosteriods
and HPA Axis Suppression

Post Marketing Adver se Event Reports

Q & A of Speakers

Break

Discussion of Question 1

Framework for Risk Assessment and M anagement

Q & A of Speakers
Lunch
Open Public Hearing

Discussion of Questions 2-4and Wrap Up
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Break
Section 17, Best Pharmaceuticalsfor Children Act, Adverse Event Reporting
Adverse Event Reportsper Section 17 of BPCA Solomon lyasu, M.D.
Division of Pediatric
Drug Development
Open Public Hearing

Committee Discussion of Presentations

Adjourn



